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HCFA and the State administering
agency.

(b) Access to data and records. A PACE
organization must allow HCFA and the
State administering agency access to
data and records including, but not
limited to, the following:

(1) Participant health outcomes data.
(2) Financial books and records.
(3) Medical records.
(4) Personnel records.
(c) Reporting. A PACE organization

must submit to HCFA and the State
administering agency all reports that
HCFA and the State administering
agency require to monitor the oper-
ation, cost, quality, and effectiveness
of the program and establish payment
rates.

(d) Safeguarding data and records. A
PACE organization must establish
written policies and implement proce-
dures to safeguard all data, books, and
records against loss, destruction, unau-
thorized use, or inappropriate alter-
ation.

(e) Confidentiality of health informa-
tion. A PACE organization must estab-
lish written policies and implement
procedures to do the following:

(1) Safeguard the privacy of any in-
formation that identifies a particular
participant. Information from, or cop-
ies of, records may be released only to
authorized individuals. Original med-
ical records are released only in ac-
cordance with Federal or State laws,
court orders, or subpoenas.

(2) Maintain complete records and
relevant information in an accurate
and timely manner.

(3) Grant each participant timely ac-
cess, upon request, to review and copy
his or her own medical records and to
request amendments to those records.

(4) Abide by all Federal and State
laws regarding confidentiality and dis-
closure for mental health records, med-
ical records, and other participant
health information.

(f) Retention of records. (1) A PACE or-
ganization must retain records for the
longest of the following periods:

(i) The period of time specified in
State law.

(ii) Six years from the last entry
date.

(iii) For medical records of
disenrolled participants, 6 years after
the date of disenrollment.

(2) If litigation, a claim, a financial
management review, or an audit aris-
ing from the operation of the PACE
program is started before the expira-
tion of the retention period, specified
in paragraph (f)(1) of this section, the
PACE organization must retain the
records until the completion of the liti-
gation, or resolution of the claims or
audit findings.

§ 460.202 Participant health outcomes
data.

(a) A PACE organization must estab-
lish and maintain a health information
system that collects, analyzes, inte-
grates, and reports data necessary to
measure the organization’s perform-
ance, including outcomes of care fur-
nished to participants.

(b) A PACE organization must fur-
nish data and information pertaining
to its provision of participant care in
the manner, and at the time intervals,
specified by HCFA and the State ad-
ministering agency. The items col-
lected are specified in the PACE pro-
gram agreement.

§ 460.204 Financial recordkeeping and
reporting requirements.

(a) Accurate reports. A PACE organi-
zation must provide HCFA and the
State administering agency with accu-
rate financial reports that are—

(1) Prepared using an accrual basis of
accounting; and

(2) Verifiable by qualified auditors.
(b) Accrual accounting. A PACE orga-

nization must maintain an accrual ac-
counting recordkeeping system that
does the following:

(1) Accurately documents all finan-
cial transactions.

(2) Provides an audit trail to source
documents.

(3) Generates financial statements.
(c) Accepted reporting practices. Except

as specified under Medicare principles
of reimbursement, as defined in part
413 of this chapter, a PACE organiza-
tion must follow standardized defini-
tions, accounting, statistical, and re-
porting practices that are widely ac-
cepted in the health care industry.
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